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Priority 

The Office Action is in response to the Preliminary Amendment filed July 7, 2003. 
Claims 1-6 are pending. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact tenms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-6 are rejected under 35 U.S.C. 112, first paragraph, because while the 
specification is enabled for unhealthful weight loss the specification does not reasonably 
provide enablement for treatment or ameliorating cachexia and health-threatening 
catabolism in an individual. The claim contains subject matter which was not described 
in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention. While the 
specification is enabled for the treatment of weight loss, it does not provide sufficient 
information that cachexia and health-threatening catabolism are treatable using the 
method of administering orally an effect amount of 

(-)-hydroxycitric acid. The instant specification fails to provide infonnatlon that would 
allow the skilled artisan to practice the instant invention without undue experimentation. 
Analysis of In re Wands are listed below: 
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(1) . The Nature of the Invention : Claims 1-6 are drawn to an invention which pertains to 
"a method for treating or ameliorating cachexia and health-threatening catabolism in an 
individual in need thereof which is comprised of administering orally an effective amount 
of (-)"hydroxycitric acid." 

(2) . The state of the orior art : The state of the art regarding treatment or amelioration of 
cachexia and health-threatening catabolism is relatively high. 

(3) . The predictability or unpredictability of the art: The specification fails to enable one 
of ordinary skill in the art to practice the presently claimed method for treatment or 
amelioration of cachexia and health-threatening catabolism. The general treatmnet of 
weight loss is different from the treatment or amelioration of cachexia and health- 
threatening catabolism. Cachexia and health-threatening catabolism require different 
therapies, and take into consideration various factors, the specification is viewed as 
lacking an adequate enablement of where cachexia and health-threatening catabolism 
may be actually treated. 

(4) . The breadth of the claims: The claims encompass a method for the treatment or 
amelioration of cachexia and health-threatening catabolism comprising orally 
administering an effective amount of (-)-hydroxycitric acid. Applicant fails to set forth 
the criteria that define the treatment of the diseases. 
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(5) . The amount of direction or guidance presented: While the specification is enabled 
for the treatment of weight loss, the specification does not provide guidance as to how 
one skilled in the art would accomplish the objective of treating or ameliorating cachexia 
and health-threatening catabolism. Nor is there any guidance provided as to a specific 
protocol to be utilized in order to show the efficacy of the presently claimed composition 
including (-)-hydroxycitric acid as an active ingredient for cachexia and health- 
threatening catabolism. 

(6) . The presence or absence of working examples: Applicant does not provide any 
working examples for the treatment of cachexia and health-threatening catabolism. The 
applicant has not provided any competent evidence or disclosed any tests that are 
highly predictive for the treatment effects of the instant composition. 

(7) . The Quantity of experimentation necessary: The quantity of experimentation would 
be an undue burden to one of ordinary skill in the art and amount to the trial and error 
type of experimentation. Thus, factors such as "sufficient working examples," "the level 
of skill in the art" and "predictability" etc. have been demonstrated to be sufficiently 
lacking in the instant case for the instant method claims. 

In view of the breadth of the claims, unpredictability of treatment or amelioration 
of cachexia and health-threatening catabolism, and the lack of working examples 
regarding the activity as claimed, one skilled in the art would have to undergo an undue 
amount of experimentation to use the instantly claimed invention of claims 1-6. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which fomns the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1 and 2 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Triscari et al (Lipids; 4/1977— IDS). 

Triscari et al. teaches hdroxycitrate has been demonstrated to show both 
inhibition of lipid synthesis and the stimulation of fatty acid synthesis. Following the 
experimental testing, using oral administration of HCA to fed rats, it was found that 
stimulation in some site in the lipogenic pathway occurs because there is an increase of 
[3H]20 label, indicative of increase in fatty acid and cholesterol synthesis. Further, (-)- 
Hydroxycitric acid (HCA) is shown to activate acetyl CoA carboxylase, stimulating rather 
than inhibiting lipid synthesis. The reference generally teaches HCA used in the 
method of stimulating lipid synthesis, therefore, the species of free acid are rendered 
obvious by the prior art teachings. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to incorporate the teachings of Triscari et al. and treat weight loss 
using (-)-Hydroxycitric acid. The motivation to make such an incorporation is because 
of the teachings by the reference that HCA stimulates lipid synthesis. Therefore, a 
skilled artisan would have reasonable expectation of treating weight loss with the 
compound as claimed. 



Application/Control Number: 10/616.321 Page 6 

Art Unit: 1617 

Claims 3 and 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Triscari et al (Lipids; 4/1977 — IDS) as applied to claims 1 and 2 above, in view of 
Balasubramanyam et al. (US Pat No. US 6160172 A) and further in view of Ansel et al. 
(.Pharamceutical Dosage Forms and Drug Delivery Systems; 7^^ Edition; 1999). 

Triscari et al. is as discussed above. 

Triscari et al. does not teach the salts of alkali metal salts of HCA nor a controlled 
release form as recited in claim 6. 

Balasubramanyam et al. teaches the sodium salt of hydroxcytric acid. 

Ansel et al. teaches various salt doses of pharmaceuticals are common in the art. 
Specifically, Ansel et al. teaches "sodium and potassium salts of weak organic acids 
and hydrochloride salts of weak organic bases dissolve much more readily than do the 
respective free acids or bases." Additionally, the reference teaches "a drug may interact 
with one of the other agents present to form a chemical complex which may result in 
reduced drug solubility and decreased drug absorption." 

It would be obvious to one of ordinary skill in the art at the time the invention was 
made to incorporate the teachings of Balasubramanyam et al. and Ansel et al. into the 
composition. The motivation to incorporate the sodium and potassium salts is because 
Balasubramanyam et al. teaches the sodium salt of hydroxycitric acid and Ansel et al. 
teaches the salts dissolve much more readily than do the free acids or bases. 
Therefore, the skilled artisan would have reasonable expectation of successfully 
producing a composition that dissolves more readily. 
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Additionally, Ansel et al. teaches various extended release tablets and capsules 
are known in the art (p.230). Such extended release formulations include controlled 
release (or modified release) forms. 

It would be obvious to one of ordinary skill in the art at the time the invention was 
made to incorporate the teachings of Ansel et al. into the composition. The motivation 
to incorporate controlled release (or modified release) forms is because of Ansel et al.'s 
teachings that the said forms have "drug release features based on time, course, and/or 
location which are designed to accomplish therapeutic or convenience objectives not 
offered by conventional or immediate-release forms." A skilled artisan would have 
reasonable expectation of successfully producing a therapeutic composition that 
"promptly produces the desired therapeutic effect which then is followed by the gradual 
and continual release of additional amounts of drug to maintain this effect over a 
predetermined period of time," reduces drug blood level fluctuations, reduces the 
frequency of dosings, and reduces adverse side effects of drugs (p.230 and 231). 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Triscari et 
al (Lipids; 4/1977 — IDS) as applied to claims 1 and 2 above, in view of Sharma et al. 
(EP 0866137 Al) and further in view of Makino et al. (US Pat. No. 5433959) 

Triscari et al. does not teach the alkaline earth metal salts of HCA, such as 
calcium or magnesium salts. 

Sharma et al teaches the calcium salt of hydroxycitric acid. 
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Makino et al. teaches a pharmaceutical composition which comprises basic 
inorganic salts. Makino et al. teaches magnesium and calcium basic inorganic salt are 
particularly useful stabilizing agents. 

Therefore, it would be obvious to one of ordinary skill in the art at the time the 
invention was made to incorporate the teachings of Sharma et al. and Makino et al. into 
the composition. The motivation to incorporate the magnesium and calcium is because 
Sharma et al. teaches the calcium salt of hydroxycitric acid and Makino et al. teaches 
the salts are particularly useful stabilizing agents. The skilled artisan would have 
reasonable expectation of successfully producing a stabilized composition. 

Claim 5 is rejected under 35 U.S.C. 103(a) as being unpatentable over Triscari et 
al (Lipids; 4/1977 — IDS) as applied to claims 1 and 2 above, and further in view of 
Janiak (US Pat. No. 3592890). 

Triscari et al. does not specifically teach the salts of alkali metal salts or alkaline 
metal salts of HCA or a mixture thereof. 

However, Janiak teaches suitable salts of a pharmaceutical composition are 
sodium, potassium, calcium, magnesium, or aluminum. A mixture of potassium salt and 
sodium salt is an especially suitable form of the composition. 

It would be obvious to one of ordinary skill in the art at the time the invention was 
made to incorporate the teachings of Janiak into the composition. The motivation to 
incorporate mixture of salts is because Janiak teaches the potassium salt and sodium 
salt is an especially suitable form of the composition. The skilled artisan would have 
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reasonable expectation of successfully producing a more stable aqueous solution at 
concentrations up to 20% as taught by the prior art reference. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Layla Soroush whose telephone number is (571)272- 
5008. The examiner can normally be reached on Monday through Friday from 8:30 
a.m. to 5:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan, can be reached on (571) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Infomnation regarding the status of an application may be obtained from the Patent 
Application Infomiation Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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